
Operational issues 

outine ” reszulato 

Reference development 
Reference distribution 

l 1999: 1983 vials in 104 shipments sent to 
manufacturers 

9 2000: 2384 vials in 146 shipments sent to 
manufacturers 
eference maintenance 
semiannual checks 
replacement 

%ll time 
* JayE.S’atw,MD-LzabChiet(2.5) 
* Lyudmira Soldatove, PhD - llisitkg Scientist (3.5) 
* Melissa Patterson _ 8iobgist (1.5) 
* Mom Febus - Micmbiioogist (t) 
* Wlfiam J. Finlay, PhD _ /RTA Fellow 
. Marc Atston - Sick&t 
* Cheny Valedo - Biolcgisl 
- Aiberf Gam - Biokwist 
- Ronald Rabin, MD - Senior Staff Fellow 

rence replacement activities 

b-ence rewlacen zent procedure 

references to be replaced 
t candidates from recent submissions 
testing in LIWCBER 

4. Select provisibnal reference replacement 
5Send provisional replacement to 

manufacturers 
view results; confirm selection OR go 



rences replaced in 2000 

ferences 
I 

to be replaced in 
01: 

;On the basis of volume remaining: 
i * Anti-Fe/ d I serum 

. Cat hair 
On the basis of nominal expity: 
- Bermuda grass 
* rye grass 
* Kentucky blue grass 
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Guidance for Reviewers 
Potency Limits for Standardized Dust 

Mite and Grass Allergen Vaccines: 
A Revised Protocol 

2000-03 : LIB will assess stability and 
reliability of Iyophilized products 

n Results and samples will be distributed 
to APMA membership prior to action 

Guidance ,for Industry 
Testing Limits in Stability Protocols 

for Standardized Grass Pollen 
Extracts 

2 


